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Staphylococeus aureus (ATCC 6538)
Salmonella enterica (ATCC 10708)
PROTOCOL NUMBER
SRC46121515.UD.1
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Belgium
SPONSOR REPRESENTATIVE
Scientific & Regulatory Consultants, Inc.

201 W. Van Buren Street
Columbia City, IN 48725

PREPARED BY/TESTING FACILITY
Accuratus Lab Services

1285 Corporate Center Drive, Suite 110
Eagan, MN 55121

DATE

December 15, 2015

PROPRIETARY INFORMATION

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS LAB SERVICES.
NEITHER THIS DOCUMENT, NOR INFORMATION COMTAINED HEREIN IS TO BE REPRODUCED OR DISCLOSED YO CTHERS. iN
WHOLE OR IN PART, NOR USED FOR ANY PURPOSE OTHER THAN THE PERFORMANGE OF THIS WORK ON BEHALF OF THE

SPONSOR, WITHOUT PRIOR WRITTEN PERMISSION OF ACCURATUS LAB SERVICES ‘
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AOAC Use-Dilution Method

PURPOSE

The purpose of this study is 1o determine the effecliveness of the Sponsor's product as a disinfectant for hard
surfaces following the AOAC Use-Dilution Method.  This method is in compliance with the requirements of and may
be submitied to. one or mare of the following agencies as indicated by the Sponsor. U 8. Environmental Protection
Agency (EPA), Health Canada and Australian Therapeutic Goods Administration (TGA)

TEST SUBSTANCE CHARACTERIZATION

According 1o 40 CFR, Part 160, Subpart F (160 105] test substance characlenzalion as lo identily. strength,
purity, solubility and composition, as applicable, shall be documentad bafore lts use in this study.  The stability of
the test substance shall be determined prior to or concureently with this study  Pertinent information, which may
afect the outcome of this study, shaif be communicated in writing to the Study Director upon sample submission
i0 Accuratus Lab Services Accuratus Lab Services will append Sponsor-provided Cerltficates of Analysis (C of
A} to this study repont, # requested and supplied. Characterization and stability studies not perfarmed following
GLP reguiations will be noled in the Good Laboratory Praciice compliance statement.

SCHEDULING AND DISCLAIMER OF WARRANTY

Expenmental starl dates are generally scheduled on a firstcome/first-serve basis once Accuratus Lab Services
raceives the Sponsor approved/complated protocol, signed fee schedule and comesponding test substance(s)
Based on all reguired matenals being received at this time. the propesed expenmental start date is January 4, 2018
Verbal resulis may be given upon completion of the study with a written report ta follow on the proposed completion
date of February 1. 2018 To expedite scheduling, please be sure all required paperwork and test substance
documentation I1s complete/accurate upon arrival at Accuratus Lab Services

if a test must be repeated, or a portion of it. due 1o failure by Accuratus Lab Services to adhere o specified
procedures, it will be repealed free of charge.  If a test must be repeated, or a portien of i, due to failure of
mternal controls. it wilt be repeatad free of charge. “Methods Development’ fees shall be assessed, however, if
the test substance andfor lest system require modifications due to complexity and difficulty of testing I the
Sponsor requests a repeat test, they will be charged for an additonal test. Neither the name of Accuraius Lab
Services nor any of its employees are to be used in advertising or other promotion without written consent from
Accuratus Lab Services.

The Sponsor is responsible for any rejection of the final report by the reguiating agencles conceming repor
farmat, pagination, elc  To prevent rejection, Sponsor should carefully review the Accuratus Lab Services final
report and notify Accuratus Lab Services of any percaived deficiencies in these areas before submission of the
report to the ragulalory agency. Accuratus Lab Services will make reasonable changes deemed necessary by the
Sponsor, without aitering the technical data

JUSTIFICATION FOR SELECTION OF THE TEST SYSTEM

Regulatory Agencies require that a specific organism claim for a test substance iatended for use on hard surfaces
be supporied by appropriale scenlific data demonsirating the efficacy of the test subslance against the claimed
organism. This is accomplistied in the laboratory by treating the targel organism with the les! substance under
canditions which simulate as closely as possivle the actual conditions under which the lest substance is designed
10 be used For products intended for use on hard surfaces (dry, inanimale envirenmental surfaces), a carfier
method is used in the generation of the supporting data. The experimental design n this protocol meets these
requirements
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TEST PRINCIPLE

A film of organism cells dried on a surface of staniess steel cammers s exposed to the test substance for a
specified exposure time. Afler exposure, the carriers are transferred 1o vessels containing neutralizing subcullure
media and assayed for survivars. Appropriate cullure punty, stenlity, viability, carrier population and neutralization
confrmation controts are pedformed  The current rewsion of Standard Operating Procedure CGT-0041 refiects
the methods which shall be used 1n this study

TEST METHOD
Table 1
. . Incubation
Test Organism Designation # Growth Medium Paramietsne
Staphylococcis aureus $538 Synthetic Broth 35-37°C, asrobic
Salmenelia enterica 10704 Synthetic Breth 35-37°C, aergbic

The test 0!gagism(s) to be used in this study wasfwere oblained from the Amencan Type Culture Caoilection
(ATCC), Manassas, VA.

Recavery Agar Medium: Tryptic Soy Agar + 5% Sheep's Blood

Carriers

Carriers will be screened according 1o AOAC Official Method of Analysis and any carnier pogitive for growth will be
discarded. Only penicylinders showing no growth may be used. Stainless steel panicylinders will be pre-soaked
overnight in 1N NaOH, washed in water until neutral and autociaved in deionized water. Carners shall be used
within three months of sterilization

Preparation of Test Organism

Transfer 10 yL of & thawad. vortex mixed, cryovial of stock organism broth cullure to an initial 10 mL tube of
growth medium, For organisms not defired in the AOAC Use Dilution method, a looplul of stock slant culture may
be used 1o inoculate he initial 10 mL tube of gtowth medium

Mix and incubate the initial culture for 2442 hours at the incubation conditions above Foilowing incubation,
transfer 10 gl of culture to sufficient 20 x 150 mm Morton clesure Lubes containing 10 mL of culture medium (daily
transfer #1). One daily transfer is required bul up to four additional daily ransiers may be prepared  Incubate the
fina! test culture for 48-54 hours at the incubation conditions above

The test culture will be vortex mixed for 3 fo 4 seconds and sliowed 1o stand for 210 minutes prior to use  Afer
this time, the upper portion of the culiure wiki be removed, leaving behind any clumps or debris and will be pocled
in a sterile vessel and mixed

The eulture may be diluted or centrifuge-concentrated.  Applicable culture ddutions shall be performed using

sterile growth medium  An organic soil laad will be added to the test culture per Sponsor’s reguest, The final test
aulture will be mixed theroughly prior to use

Jemplate; 210 NG Propnaay iformaion -
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Contamination of Carriers

The cutture will be transferred to the penicyknders (afler siphaning off the water) and the carriers will be immersed
for 152 minutes in g prepared suspension at a ratio of one carrier per ane mL of cullure to completely cover the
carriers A maximum of 100 carners will be inccutated per vesset and each vesse! inoculated may be considered
2 part of one total inocutation run per organism  The inoculated carriers will be transferred to sterite Petri dishes
matted with filter paper after tapping the carrier against the side of the container to remove excess moculum. No
more than iwelve carriers will be placed in sach Petri dish The carriers wili be dried far 4042 minutes NOTE:
Organisms not specifically mentinned i the AOAC methodulogy may sequirs modifed drying conditions o1 the
purpose of oblaining maximum survival following drying  The actual drying conditions will be clearly documanted
Cartrers will be used in the lest procedure within 2 hours of drying. Carmiers that touch during drying or have
fallen over wil not be used in the test

Drying Conditions: 35-37°C

Preparation of Test Substance

The test subsiance(s) to be assayed will be used as directed by the Sponsor  |f a dilution of the lest eubstance is
requested by the Sponsor, the diluted test substance(s) shall be used within three hours of preparation. For
products requiring dilution, use 21.0 mbL or 21 0 g of test substance and velumetric glassware when preparing the
dilution uniess ofherwise specified by the Sponsor  Ten (10) mL of the test substance at its use-diution will be
aliquotted into the required number of sterile 25 x 150 mm or 25 100 mm tubes The tubes will be placed into a
walerbath al the specified exposure temperature, and aliowed to equifibrate for »10 minutes prior 10 testing

Exposure Conditiona

Each contaminated and dried carrier will be placed into a separate tube containing 10 mi of the test substance at
its use-dilution for the desired exposure time and temperzture. (mmedistely aRer placing each test camier in the
vest tube. swirl the tube using approximiately 2-3 gentle rotations 1o release any air bubbles trapped in or on the
carnar Care will be taken to aveid touching the sides of the tubes which may compraomise exposure  The carner
will be placed into the test substance within 5 seconds of the expasure time for exposure fimes above 1 minute
following a calibrated timer  The carrier wil) be placed inlo the test substance within £3 seconds of the exposure
time for expasure {imes of €1 minute. ¥ the exposure conditions are compremised in any way for a given carsier,
& new camer may be treated in its place  if this cannot be done, the casrier wilt be marked and the compromised
carrier will be identified in the raw data. if a marked carrier demonstrates a positive result, the caier set may be
mvatidated and repeated by Spanscor request

Test System Recovery

Following the Sponsor specified exposure fime, each medicated carrier will be transferred by wire hook at
staggered intervals to 10 mi. of primary neutralizing subculture medium 2nd each tube will be shaken thoroughly
To accomplish this, the carrier is removed from the disinfectant tube with a stenle hook, tapped against the
interior sides of the tube to remove the excess disinfectant avoiding the upper one-third aof the tube, and
transferred into the subculture tube. Care will be taken %o avoid excessive contact to the interior sides of the
subcuiture tubes during transfer  If secondary neulralization is requested by the Sponsor or deemed necessary
due to test substance active andfor concentration. carriers will be transferred info individual secondary subculture
tubes contairing 10 mL of neutralizing broth beginning approximately 25-60 minutes after subcuiture of the carrier
into the primary neulrahizing subcuiture medwm  Shake each lube theroughly if neutralization is a concern,
20 mL of subculture medium may be used.

Incubation and Observation
All subcultures are incuhated under the conditions listed in table 1 for 4842 hours.

Following incubation, the subcultures vall be visually examined for growth  If necessary, ihe subcultures may be
placed at 2-8°C for up to three days pror to examinalion.

Representative subsuiture Whes showing growth will be subcultured, stained andfor biochemically assayed to
vonfism of rule out Lhe presence of the test organism  if growth cannot be determined visuatly, appropnate test
andiar control subcultures may be streaked to agar to determine the presence or absence of growth.

Temptate 23011y Propngay sformaien
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STUDY CONTROLS

Purity Control

A “streak plate for isolation” will be performed on the organism cullure and following mncubation examined in order
to confirm the presence of a pure cullure, The ascceptance criterion for this study contral is a pure cukure
damonstrating colony morptiology typical of the test organism

Organic Soil Sterility Control
Prior ta or concurrent with testing and i applicable, the serum used for the organic soif load will be cultured,
incubated, and wisually exarmined for lack of growth. The acceptance criterion for this study cortrol 1s lack of grawth

Carrier Sterility Controf

Prior to or concurrent with testing, a representative uninoculated carrier will be added to an appropnate subcufture
medium  The subculture medium containing the camier will be incubated and examined for growth. The acceptance
criterion for this study control is lack of growth.

Neutralizing Subculture Medium Sterility Control
Pror to or concurrent with testing, a representative sample of uninoculated neutratizing subculture medium wall be
incubated and wisually examined. The acceptance criterion for this study control is Jask of growth

Viabitity Controt
One representative inoculated carrier will be added tc a vesse! containing each type of subculture medium.  If
secondary subculiures are performed using a dfferent media type one carmier will be placed in the pimary subcuiture
rmediurn and one catrisr will be placed in the secondary subcuiture mediums. The vessels containing each carnier will
be incubated and visually examined for growth  The acceptance cnterion for this sludy control is growth in the
subculture media

Meutralization Confirmation Control

Prior to testing or concurtent with testing. the neutralization of the teal subslance will be confirmed by exposing at
least one sterile carvier 10 the test substance and transferring the camier to primary subcultures containing 10-20 mL
of neufralizing subculture medium as in the lest. #t performed 1t the 1esi procedure, each carrier will then be
transferred from primary subcultures into ndividual secondary subcultures beginnng approximately 25-60 minutes
tollowing the primary transfer. The subcullures (primary and secondary as applicabie) will be inoculated with a target
of 10-100 colony forming urits (CFU3 of each test organism, incubated under test conditions and visually examined
fot the presence of growth.  This control will be performed with muliple replicates using different dilutions of the test
organism. A standardized spread plate procedure will be run cancurrently in order 1o enumerate the number of CFU
actually added per tube NOTE: Only the most concentrated test substance dilution and/or shartest exposure time
needs to be evaluated in this central

The acceptance criterion for this study control is growth in the final suculture broth, minimally, fallowing inoculation
with =100 CFLU! per fube |f alt the crganism dilution(s) usad in this control fall to provide adequate rmumbers
(10-100 CFU) which coincides in a faiiure to meet the acceptance criterion for this study canirol, the contral may
be repeated in is erdiely

Carrier Population Control

Two sets of lhree instulated carriers (one set prior to tesling and one set following treatment) for each arganism
carrier set wilt be assayed Each inoculated carmier wilt be individuaily subcultured into a tube containing 10 mL of
neutraiizing subculture medium and sonicated for 1 minutet5 seconds. Tubes wil be contained in a beaker with
water suspended in the ultrasonuc cleaner such that all fiuids wilt be level Following sonication, the contents of
the three subcultured carriers will be pooled (30 mL) and briefly vortex mixed Appropnate sesial ten-fold dilutions
will be prepared and the duplicate 01 mL aliquotls spread plated on agar plate medium and incubated. I senal
dilutions are not performed and plated immediately following sonication, the vessels may be refrigerated at 2-8°C for
up to 2 hours priar to dildion. Following incubation, the resulting colenies will be enumerated  Tha individual CFU
per carrier set resulis will be caloulated, and the Log,s value of each carrier set determined. The average Logy
value per arganism will be calculated. For Staphylococcus aurows. the acceptance criterion for this study cantrol
is @ minimum average Logq, value of 8 0 For Salmonella enlerica, the acceptance critenon for this study conirol
is @ minimum average Log,, value cf 5.0
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PROCEDURE FOR IDENTIFICATION OF THE TEST SYSTEM

Accuralus Lab Services maintains Standard Cperating Procedurgs (SOPs) relative to efficacy testing
studies Efficacy lesting I1s performed in stnct adherence lo these SCPs which have been constructed (o cover all
2spects of the work incluging, but not fimited o, receipt, log-in. and tracking of biclegical reagents including test
arganistn strains for purposes of identfication. receipt and use of chernical reagents. These procedwes are
designed to dotument each step of efficacy lesting studies Appropriate references to megium, batch number,
etz are documented in the raw dafa collected during the course of each study

Additionally, each efficacy lest is assigned a unique Project Number when the protocol for the study is inibated by
the Study Director. This number is used for identification of the test subcultures, elc during the course of the
fest Test subculiures are also labeled with reference to the test organism, experimental start date, and test
product. Microscopic and/or macrescopic evaluations of positive subcultures are performed in order to confirm
the identity of the test arganism. These measures are designed to document the Wentity of the test system

METHOD FOR CONTROL OF BIAS: NA

STUDY ACCEPTANCE CRITERIA

Test Substance Parformance Criteria
For Staphylovoccus auraus, the efficacy performance requirements for label ¢laims state that the test substance
must kill the microorganism on 57 cut of the €0 incculated carriers

For Salmonelle enterica he efficacy performance requiremerits for label claims state thal the test substance must
il the microcrganism an 9 out of the 80 inocuizted carriers.

Control Acceptance Criteria

The study controls must perform according to the criteria detailed in the study controls description section  If any
conirol acceptance criteria are not met, the test may be repealed under the current protocot number. it the
population controi exceeds an average log.e value of 70 for Staphylococcus aurets or 6.0 for Salmonella
enferics, and the test subslance does not meet the performance criteria, the Sponsor may invalidate the study
and repeat testing

Any positive test carriers confirmed as a conlaninant will be reported Ay lest canter set that demonstiates a
number of contaminated tubes that contubutes 10 results that exceed the product performance/success critena may
be invalidated per Spansor's request and may be re-tested, Far sixly carrier studies, contamination exceeding one
{ube per camier set may warrant invalidation and repaat testing by Sponsar's request.

It any portion of the protocol is executed incorrectly warranting repeat testing, the test may be repeated under the
current protocot number if the poputation control fails to meet the minimum requirement or if the neutralization
control acceptance criteria 1s not met and the study falls to meet the efficacy requirements, repeat testing is not
required,
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REPORT

The report will mclude. bud not be limited to, identification of the sample, date received, inilialion and completion
dates. identification of the organism sirains used. description of rvedia and reagerits, descnplion of the methads
employed, tabulated results and conclusion as 1t relates to the purpose of the tesl. and all ather tems requized by
40 CFR Part 160.185

PROTOCOL CHANGES

if it becomes necessary lo make changes in the approved protogsa. the revision and reasons for changes will be
decumented, yeported to the Sponsor and wilt become a panl of the permanent file for that study  Similarty, the
Sponsor will ba notified as soon as possible whenever an event occurs that may have an effect on the validity of
the study

Standsrd operating procedures used in this study wili be the correct affective revision al the time of the work  Any
minar changes to SOPs (for this study) or methods used will be documented in the raw data and appreved by the
Study Director

TEST SUBSTANCE RETENTION
Lis the responsibility of the Sponsor to retain a sample of the test substance. All unused test substance will
be discarded following study completion unless otherwise indicated by Sponsor,

RECORD RETENTION
Study Specific Documents

All of the onginal raw cata developed exclusively for this study shall be archived at Accuratus Lab Services for a
minimum of five years for GLP sludies or a minimum of six months for all other studles following the study
completion date. After this time. the Sponsor (or the Sponsar Representative, if applicable) wilt be contacted to
delermine the final disposition  These originat data include, but are not limited 10 the foliowing:

1 Al handwritten raw data for control and test substances including, but not limited to notebooks, data
forms and calculations

2 Any protocol amendmenis/deviation notifications

3, Al measured data used in formulating the final report

4 Memoranda, specifications, and other study specific correspondence relating to interpretation and
evaluation of data, other than those documents contained in the fingi study repont

5 Criginal ssigned protocot

& Certified copy of final study report

7. Study-specific SOP devialions made during the study

Facility Specific Documents

The following records shall also be archived at Accuratus Lab Services These documents include but are not
limited ta, the following:

1 SOPs which pertain o the study conducted.
Non study-specific SOP deviations made dunng the course of this study which may affect the resuits
obtained during thig study.
Methods which were uged or referenced in the study conducted.
QA reports for each QA inspection with comments
Facility Records  Temperature Logs (ambient, incubater, etc ). Instrument Logs, Calibration and
Maintenance Recards
6 Current curncuium vitae, training records, and job descriptions for all personnel involved in the study

o hw
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Pspudpmonas asruginosa - Use-Ditutivn Method n Official Methods of Analysis of the AQAC, 2013 Edition
Association of Official Anaiytical Chemists (AOAC) Official Method 855 15, Testing Disinfectants against
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Sanitizing Aglion of Disinfectants Method [Preparation of Synthetic Mard Water}, n Official Methods of
Analysis of the AGAC, 2013 Edilion

U8 Enviconmental Protection Agency, Office of Chemical Safety and Pollution Preventon, Product
Performance Test Guideiines, OCSPP 810 2000: General Considerations far Uses ¢f Antimicrobial Agents,
September 4, 2012

U S. Environmentai Protection Agency Office af Chenucal Safety and Pollution Prevention, Product
Performance Test Guidelines, OCSPP 810 2200: Disinfectants for Use on Hard Surfaces- Efficacy Data
Recommendations, September 4, 2012

Mealth Canada, January 2014, Guidance Document - Safety and Efficacy Requirements for Hard Surface
Disintectant Drugs

Health Canade. January, 2014, Guidance Document - Disinfsctant Drugs

Australian Therapeutic Goods Administration {TGA). February 1888, (uideknes for the Evalustion of
Sterilants and Disinfectants

Australian Therapeutic Goods Administration (TGA), February 1988, Therapeutic Goods Order No 54
Standard for Disinfeclants and Sterilants.

Australian Therapeutic Goods Administration (TGA), March 1987 Therapewtic Goods Order No 54A
Amendment to the Standard for Diginfectants and Sterilants (TGO 54)

DATA ANALY SIS

Calculations

Determine the CFUCarvier set in the Carier Population Contro! using all average counts between 0-300 CFU as
follows

CFUJcarier = [(avg CFU for 10 ) + (ava CFU for 10°7) + (ava CFY for 1077 x (Volume of neulralizer)

[10°+ 10" + 107] x (Velume plated) x (# of carners per set)

where 107", 107, and 107" are example dilvlions that may be used

Where X equals GFU/carrier set
N equalg number of control carrier sets

Statisticai Analysis
Hone used
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STUDY INFORMATION
(Al blunk sections are corapisted by the Spunsor or Spansws Representalive as livkad 10 thenr sproture, unless othenwse roted )
Test Substance {Kame & Batch Numbers) exactly as it should appear on final repart:
Test Date #1. Vifocid, Lot S514701
Test Date #2;_Virocid, Lot S514702
Test Date #3:_Virogid Lol S514703
Testing at the lower certified limit {LCL) is required for registration, no aged batch is necessary.

Produst Description:
© Quaternary ammeonia Q Peracetic acid
J lodophor Q Peroxide
2 Sodium hypochiorite Ctner_Glutaraldehyde

Approximate Test Substance Aclive Concentration (upon submission to Accuratus Lab Services):
<21 4% quat., <9.4% glut.
(This valise s used for neutralization planning ariy  This vatus is nol infended to represent characterization vales §

Neutralization/Subculture Broth: See A20405 for neutralization technigue.
(NOTE Al broth must also serve gs an agproptiate growth medium for the lest organism)
M Accuratus Lab Services' Discrefion, By checing the Spansor autionzes
Accuralus Lab Sernces. at ther discrelion to perform neutrahzation confirmation assays al
Ihe Sponser's cxpense prof to lestig to detenrine the most appropriale nediralizer. (See

Fee Scheduie).
Storage Conditicns: Hazards:
@ Room Temperature A None known: Use Standard Precautions
02-8C B3 Material Safety Dala Sheet, Attached for each product
O Other d As Follows

Product Preparation
O No dilution required, Use a5 received {(RTU}
@ r"Dilutions) to be tested:
1:170 defined as 1 part + 189 parts
(example: 1 cz/gallon) famount of test substance) (amount of diluent)
U Delonized Water (Filter or Autoclave Sterilized)
Q Tap Water (Filter or Autoclave Sterilized) - All tap water is softened; the water hardness for the baich of
tap water used will be determined and reporied.

¥ ACAC Synthetic Hard Water: 400 _PPM
& Other

“Mote: An equivalent diiution may ba made unfess otherwise requestad by the Sponsor.

Test Organismi(s): Staphylococcus aureus (ATCC 6538)
Satmonelia enlerica (ATCC 10708) - alf batches miay be fesfed on one test date

Carrier Number: @0 perbatch

Exposure Time:__ 9.5 minules Exposure Temperature: 20 1 1 C
Orgaric Soil Load:

O Minimum 5% QCrganic Scil Load (Feta! Bovine Serum)

#1 No Organic Soil Load Required

O Other

Tempdate: 21416 Soprimary inforpaion

1286 Corparae Conict Drive Sute 110 » Sxgn MN 55121 » 877 287 9276 « 861 379 5510 » wiww ROUrEUSBNL O™

1285 Corporate Center Drive, Suite 110 - Eagan, MN 55121 - 877.287.8378 - 651.379,5510 - www.accuratuslabs.com



Project No. A20669 CID LINES nv . ACCURATUS

** _LAB SERVICES —

Protocol Number: SRC46121515.UD.1 Page 35 of 37 THE ANTIMICROBIAL AUTHORITY
Protorol Numbar: SRC48424616.UD.1 GID LINES nv S@u ACCURATUS
Page 10 of 12 - 2

TEST SUBSTANCE SHIPMENT STATUS
(This section is for informationw! purposes oaly.)
P Test Substance s already present al Accuralus Lat Services
O Test Substance has been or will be shipped to Accuratus Lab Services
Date of expected receipt al Accuratus Lab Services .
O Test Substance to be hand-delivered {must arrive by noon at least one day prior to testing or other
artangements made with the Study director),

COMPLIANCE

Study to be performed under EPA Good Laberatory Practice regulations (40 CFR Part %60} in accordance to
standard operating procedures.

Yes

Q Na (Non-GLP or Development Study)

REGULATORY AGENCY(S) THAT MAY REVIEW DATA
B US EPA

QO Heaith Canada

T Therapeutic Goods Administration (Australian TGA)

PROTOCOL MODIFICATIONS

a  Approved without miadification
# Approved with modification

The subculiure br will v refrigeral after incubation. A draft report wall i f view prior
finalization

PROT L ATTACHMENTS
Supplemental Information Form Attached - O Yes & No

Templae 210-114 B - Praprismy Informaon -
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TEST SUBSTANCE CHARACTERIZATION & STABILITY TESTING
fVedfication required per 40 CFR Part 160 Subpart B (180 31(d))]

g Characterization/Stability esting is nat required (For Non-GLP or Development testing only}
OR

Physical and Chemical Characterizabion (Identity, purity, strength, solubility, as applicable) of the test lot
%) ?hysu:at & Chemical Characterizaticn has been or will be complated prior to efficacy testing.

(%] Testmg was or wilt be performed following 40 CFR Pari 160 GLP regulahons
1 Characterization has not been or will not be performed following GLP regulations

Check and compiete the following that apply;

B A Certificate of Analysis (C of A) may be provided for each lot of test sukstance. f provided, the C of
A vill be appended to the report.

{J Testing has been or will be conducied at Accuratus Lab Services under protecol or study #:

3 Test has been or wifl be conducted by another facility under protocel or study #:

3 Physical & Chemicel Characterizetion was not or will not be perfermed prior to efficacy testing.

Slabiily Tesling g! the formulation
7] Stabliity testing has been or will be completed prior to or concurrent with efficacy testing.

GLP compliance siatus of stability lesling:

(GLP comgpliance is mequired by 40 CFR Part 160)

{4 Testing was or will be performed following 40 CFR Part 180 GLP regulations

1 Stability testing has not been or wili not be perfermed following GLP regulations

Check and complele the following that appiy:
@ Testing has been or will be conducted at Accuratus Lab Services under protocol or study #:

A20171
1 Test has been or will be conducted by angther facility under protocol or sfudy #

a $tability testing was not or witl not be performed prier {0 or concurrent with efficacy tasting.

if test substance characterization or stabiiiy lssting information is niot provided or s not performed foftowing GLP
regulations, this will be indicated in the GLP caompliance statement of the final repont

Templase: M0.11G Topray iormalion -
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APPROVAL SIGNATURES

SPONSOR:

NAME: __ MsRhondadones =~ TME ____Agem

SIGNATURE: L%L&_Q (\,—1 DATE e (P

PHONE: __[2601244.6270  F 4 = §27. EMAIL:__nohesisrcconsultantgcom
Fer confidertially purposes, study inf vl be rok d only to the sponsorireresentative siging the
protocdd (ubuve) uniess other wdividuals ere specifcally authonzed in writing to recefve study information
Other individuals autherized to receive Infarmation regarding ihis study: J See Allached

-
Accuratus Lab Services:
|/,‘ i { -~
HAME: AN [ Y‘\ o uael -
Study Diractor
e ” ‘
SIGNATURE: __~— = L pATE__ 4 /% /-“ L
Stuhy Director ==F

Tznw!all 941G - Praprietary (récrmation -
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